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before the device is commercially dis-
tributed unless it is reclassified. If
FDA knows that a device being
commerically distributed may be a
“new’”’ device as defined in this section
because of any new intended use or
other reasons, FDA may codify the
statutory classification of the device
into class Il for such new use. Accord-
ingly, the regulation for such a class
111 device states that as of the enact-
ment date of the amendments, May 28,
1976, the device must have an approval
under section 515 of the act before com-
mercial distribution.

[52 FR 17741, May 11, 1987]

§890.9 Limitations of exemptions from
section 510(k) of the Federal Food,
Drug, and Cosmetic Act (the act).

(a) The Food and Drug Administra-
tion’s (FDA'’s) decision to grant an ex-
emption from the requirement of pre-
market notification (section 510(k) of
the act) for a generic type of class | de-
vice is based upon the existing and rea-
sonably foreseeable characteristics of
commercially distributed devices with-
in that generic type. Because FDA can-
not anticipate every change in in-
tended use or characteristic that could
significantly affect a device’s safety or
effectiveness, manufacturers of any
commercially distributed class | device
for which FDA has granted an exemp-
tion from the requirement of pre-
market notification must still submit
a premarket notification to FDA before
introducing or delivering for introduc-
tion into interstate commerce for com-
mercial distribution the device when:

(1) The device is intended for a use
different from its intended use before
May 28, 1976, or the device is intended
for a use different from the intended
use of a preamendments device to
which it had been determined to be
substantially equivalent; e.g., the de-
vice is intended for a different medical
purpose, or the device is intended for
lay use where the former intended use
was by health care professionals only;
or

(2) The modified device operates
using a different fundamental sci-
entific technology than that in use in
the device before May 28, 1976; e.g., a
surgical instrument cuts tissue with a
laser beam rather than with a sharp-

§890.9

ened metal blade, or an in vitro diag-
nostic device detects or identifies in-
fectious agents by using a
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
rather than culture or immunoassay
technology.

(b) The exemption from the require-
ment of premarket notification for a
generic type of class Il device applies
only to those class Il devices that have
existing or reasonably foreseeable
characteristics of commercially dis-
tributed devices within that generic
type, or, in the case of in vitro diag-
nostic devices, for which a misdiag-
nosis, as a result of using the device,
would not be associated with high mor-
bidity or mortality. A class Il device
for which FDA has granted an exemp-
tion from the requirement of pre-
market notification must still submit
a premarket notification when:

(1) The device is intended for a use
different from the intended use of a le-
gally marketed device in that generic
type of device; e.g., the device is in-
tended for a different medical purpose,
or the device is intended for lay use
where the former intended use was by
health care professionals only; or

(2) The modified device operates
using a different fundamental sci-
entific technology than a legally mar-
keted device in that generic type of de-
vice; e.g., a surgical instrument cuts
tissue with a laser beam rather than
with a sharpened metal blade, or an in
vitro diagnostic device detects or iden-
tifies infectious agents by using
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
rather than culture or immunoassay
technology; or

(3) The device is an in vitro device
that is intended:

(i) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of
immunohistochemical devices;

(ii) For use in screening or diagnosis
of familial and acquired genetic dis-
orders, including inborn errors of me-
tabolism;

(iii) For measuring an analyte that
serves as a surrogate marker for
screening, diagnosis, or monitoring
life-threatening diseases such as ac-
quired immune deficiency syndrome
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(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or
to monitor therapy;

(iv) For assessing the risk of cardio-
vascular diseases;

(v) For use in diabetes management;

(vi) For identifying or inferring the
identity of a microorganism directly
from clinical material;

(vii) for detection of antibodies to
microorganisms other than
immunoglobulin G (IgG) and 1gG as-
says when the results are not quali-
tative, or are used to determine immu-
nity, or the assay is intended for use in
matrices other than serum or plasma;

(viii) For noninvasive testing; and

(ix) For near patient testing (point of
care).

[54 FR 25052, June 12, 1989, as amended at 63
FR 59230, Nov. 3, 1998]

Subpart B—Physical Medicine
Diagnostic Devices

§890.1175 Electrode cable.

(a) ldentification. An electrode cable
is a device composed of strands of insu-
lated electrical conductors laid to-
gether around a central core and in-
tended for medical purposes to connect
an electrode from a patient to a diag-
nostic machine.

(b) Classification. Class |. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. The devices are also ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exception of
§820.180, with respect to general re-
quirements concerning records, and
§820.198, with respect to complaint
files.

[48 FR 53047, Nov. 23, 1983, as amended at 59
FR 63014, Dec. 7, 1994]

§890.1225 Chronaximeter.

(a) ldentification. A chronaximeter is
a device intended for medical purposes
to measure neuromuscular excitability
by means of a strength-duration curve
that provides a basis for diagnosis and
prognosis of neurological dysfunction.

(b) Classification. Class Il (perform-
ance standards).

21 CFR Ch. | (4-1-99 Edition)

§890.1375 Diagnostic
electromyograph.

(a) Identification. A diagnostic
electromyograph is a device intended
for medical purposes, such as to mon-
itor and display the bioelectric signals
produced by muscles, to stimulate pe-
ripheral nerves, and to monitor and
display the electrical activity produced
by nerves, for the diagnosis and prog-
nosis of neuromuscular disease.

(b) Classification. Class Il (perform-
ance standards).

§890.1385 Diagnostic electromyograph
needle electrode.

(a) Identification. A  diagnostic
electromyograph needle electrode is a
monopolar or bipolar needle intended
to be inserted into muscle or nerve tis-
sue to sense bioelectrical signals. The
device is intended for medial purposes
for use in connection with
electromyography (recording the in-
trinsic electrical properties of skeletal
muscle).

(b) Classification. Class Il (perform-
ance standards).

§890.1450 Powered reflex hammer.

(a) Ildentification. A powered reflex
hammer is a motorized device intended
for medical purposes to elicit and de-
termine controlled deep tendon re-
flexes.

(b) Classification. Class Il (perform-
ance standards).

§890.1575 Force-measuring platform.

(a) Identification. A force-measuring
platform is a device intended for med-
ical purposes that converts pressure
applied upon a planar surface into ana-
log mechanical or electrical signals.
This device is used to determine
ground reaction force, centers of per-
cussion, centers of torque, and their
variations in both magnitude and di-
rection with time.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53047, Nov. 23, 1983, as amended at 61
FR 1125, Jan. 16, 1996]
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